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REAUTHORIZATION OF THE PRESCRIPTION
DRUG USER FEE ACT

WEDNESDAY, MARCH 6, 2002

HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON HEALTH,
Washington, DC.

The subcommittee met, pursuant to notice, at 10:09 a.m., in room
2322, Rayburn House Office Building, Hon. Michael Bilirakis
(chairman) presiding.

Members present: Representatives Bilirakis, Deal, Burr, Ganske,
Norwood, Bryant, Buyer, Pitts, Tauzin (ex officio), Brown, Wax-
man, Strickland, Barrett, Capps, Towns, Pallone, Eshoo, Stupak,
Wynn, Green, and Dingell (ex officio).

Staff present: Brent DelMonte, majority counsel; Steve Tilton,
health policy coordinator; Eugenia Edwards, legislative clerk; John
Ford, minority staff counsel; and David Nelson, economist.

Mr. BILIRAKIS. I call this hearing to order. Good morning. I
would like to thank all of our witnesses for being here today to dis-
cuss the reauthorization of the Prescription Drug User Fee Act,
which we fondly refer to as PDUFA, another one of those beautiful
acronyms that we come with up here.

I know that many of you have been working around the clock to
develop a set of recommendations for the Congress to consider in
our deliberations. I want you to know that we appreciate the work
you have put in so far, and would like to thank you in advance for
your cooperation with the committee and Congress as we move for-
ward quickly and cleanly to reauthorize this important program.

PDUFA as we know was first enacted in 1992, and then reau-
thorized in 1997 as part of the Food and Drug Administration Mod-
ernization Act, FDAMA. It is completely fair to say that this pro-
gram has been a tremendous success.

In 1992, when the program was created, innovative treatments
were taking far too long to reach patients. Since the creation of
PDUFA, patients have been able to access breakthrough therapies
more quickly and to improve their lives immeasurably.

In fact, many new drugs are available to American patients first.
PDUFA has been so successful because it is a partnership between
the agency, the industry, and patients.

The PDUFA statute allows the agency to collect fees that it in-
turn uses to ensure timely review of drug products.

I think it is important to state that this program was not created
to ensure approvals. I repeat, it was not created to ensure approv-
als. The FDA and Congress strongly believed that products should
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only be approved by the agency when they proved to be safe and
effective.

The payment of user fees in no way guarantees approval of a
product. The fees are merely used to help the agency facilitate
timely reviews. Today the FDA can use the fees to hire more re-
viewers, build its information technology capacity, and for other ad-
ministrative issues that facilitate the drug and biologic review
process.

The fees are not intended to replace the FDA’s appropriations
and therefore do not constitute a tax. Our subcommittee would like
to reauthorize PDUFA cleanly, and quickly, and I might add clear-
ly.
This hearing will help us gain more insight into an important
component of PDUFA, which is the performance goals letter. The
performance goals letter represents agreements between the FDA,
industry, and Congress, and the letter outlines goals that the agen-
cy must meet, which help frame the basis to judge the user fee pro-
gram success.

Congressional review of the goals letter is critical because we
must be certain that these extra PDUFA funds are used in the
most appropriate fashion. Some have asked why is it so important
to reauthorize PDUFA.

One reason that we need to move quickly and cleanly is that the
agency by law cannot collect user fees unless Congress reauthorizes
PDUFA. In effect, this means that the FDA would be forced to
eliminate a large portion of its work force.

This would have devastating consequences for the prospects of
continuing to ensure timely access to life saving products for pa-
tients. I know that none of us want to adversely effect patients’
ability to access new life saving products. I believe that it would
be more efficient for Congress to quickly enact the PDUFA reau-
thorization, and if we do so in as clean a manner as possible.

There are many issues that impact patient’s access to new drug
products. There is no question about that. Last week, we held a
hearing on the uninsured, and we are continuing to work on solu-
tions for that problem. Obviously, another issue that is at the top
of my agenda, and this committee’s agenda, and the President’s
agenda, is prescription drug coverage for our Nation’s elderly.

I know that our committee will be working diligently to address
many of these issues. I assure you that we will. We already are.

However, I would argue that PDUFA reauthorization is separate
and apart from these issues. I think it is incumbent upon our com-
mittee to examine each of these issues thoroughly, and I am com-
mitted to doing so as soon as possible, and I have made a commit-
ment to Mr. Brown in some of these areas.

I know that many members of other areas have concern with the
FDA, and again I believe that our committee will examine these
issues as needed. Reauthorizing PDUFA is vitally important to pa-
tients.

We sometimes fail to reauthorize in a timely fashion up here, but
they are certain types of programs that are appropriated money,
and they continue. NIH is in that category, and so many others.

PDUFA obviously as you know is in a different situation. We
have got to ensure quick, clean, reauthorization of it. Our actions



3

will guarantee patient’s continued access to innovative drugs, and
meet our country’s gold standards of safety and efficacy.

Again, I thank our witnesses for being here today, and I look for-
ward to their testimony, and now I yield to Mr. Brown.

[The prepared statement of Hon. Michael Bilirakis follows:]

PREPARED STATEMENT OF HON. MICHAEL BILIRAKIS, CHAIRMAN, SUBCOMMITTEE ON
HEALTH

Good morning, I now call this hearing to order. I would like to thank all of our
witnesses for being here today to discuss reauthorization of the Prescription Drug
User Fee Act (PDUFA). I know that many of you have been working around the
clock to develop a set of recommendations for the Congress to consider in our delib-
erations. I appreciate the work you all have put in so far, and I would like to thank
you in advance for your cooperation with the Committee and Congress as we move
forward to quickly and cleanly reauthorize this important program.

PDUFA was first enacted in 1992 and then reauthorized in 1997 as part of the
Food and Drug Administration Modernization Act (FDAMA). It is completely fair to
say that this program has been a tremendous success. In 1992, when the program
was created innovative treatments were taking far too long to reach patients. Since
the creation of PDUFA, patients have been able to access breakthrough therapies
more quickly and improve their lives immeasurably. In fact, many new drugs are
available to American patients first.

PDUFA has been so successful because it is a partnership between the agency,
the industry and patients. The PDUFA statute allows the agency to collect fees that
it in turn uses to ensure timely review of drug products. I think it is important to
state that this program was not created to ensure approvals. The FDA and Congress
strongly believe that products should only be approved by the agency when they
prove to be safe and effective. The payment of user fees in no way guarantees ap-
proval of a product. The fees are merely used to help the agency facilitate timely
reviews. Today, FDA can use the fees to hire more reviewers, build its information
technology capacity, and for other administrative issues that facilitate the drug and
biologic review process. The fees are not intended to replace the FDA’s appropria-
tions, and therefore do not constitute a tax.

Our Subcommittee would like to reauthorize PDUFA cleanly and quickly. This
hearing will help us gain more insight into an important component of PDUFA, the
performance goals letter. The performance goals letter represents agreements be-
tween the FDA, industry and Congress. The letter outlines goals that the agency
must meet, which help frame the basis to judge the user fee programs success. Con-
gressional review of the goals letter is critical because we must be certain that these
extra PDUFA funds are used in the most appropriate fashion.

Some have asked why is it so important to reauthorize PDUFA? One reason that
we need to move quickly and cleanly is that the agency by law cannot collect user
fees unless Congress reauthorizes PDUFA. In effect, this means that the FDA would
be forced to eliminate a large portion of its workforce. This would have devastating
consequences for the prospects of continuing to ensure timely access to life saving
products for patients. I know that none of us want to adversely affect patients” abil-
ity to access new life saving products. I believe that it will be more efficient for Con-
gress to quickly enact PDUFA reauthorization if we do so in as clean a manner as
possible.

There are many issues that impact patients’ access to new drug products. Last
week, we held a hearing on the uninsured and we are continuing to work on solu-
tions to that problem. Obviously, another issue that is at the top of my agenda, the
Committee’s and the President’s is prescription drug coverage for our Nation’s elder-
ly. I know that our Committee will be working diligently to address many of these
issues. However, I would argue that PDUFA reauthorization is separate and apart
from these issues. I think that it is incumbent upon our Committee to examine each
of these issues thoroughly, and I am committed to doing so as soon as possible. I
know that many Members have other areas of concern with the FDA. Again, I be-
lieve our Committee will examine these issues as needed.

Reauthorizing PDUFA is vitally important to patients. It is incumbent upon us
in Congress to ensure a quick, clean reauthorization of this legislation. Our actions
will guarantee patients continued access to innovative drugs that meet our country’s
gold standards of safety and efficacy. Again, I thank our witnesses for being here
today and look forward to their testimony.
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Mr. BROWN. Thank you, Mr. Chairman. I want to raise two sets
of issues this morning, and I would be remiss if I did not raise both
sets of these issues. One set is specific to PDUFA.

We need to make sure that the legislation and related agree-
ments strike the proper balance between speedier drug approvals
and drug safety, the main charge of the Food and Drug Adminis-
tration safety.

We need to evaluate whether FDA is overreaching in its perform-
ance goals, and ensure that the agency is devoting sufficient re-
sources to pre-and-post market safety activities. We also need to
make sure that this law strikes the proper balance between speed-
ier drug approvals and drug efficacy.

We need to be sure that the drug companies are completing all
the clinical studies they commit to. Absent complete data and prop-
er drug labeling, faster drug approvals could simply hasten im-
proper use, or inappropriate substitution of new drugs for existing
ones. No one here wants that.

We need to make sure that the trigger mechanism in the bill
isn’t doing more harm than good. FDA’s Center for Drug Evalua-
tion should not have to starve critical functions, like the review of
generic drug applications, and the review of direct to consumer ad-
vertising, and ongoing drug surveillance in order to meet the
PDUFA spending trigger.

The fact that the President’ budget happens to increase funding
for some of these functions is no guarantee that future budgets will
do the same. The other set of issues that I want to raise this morn-
ing is right before our eyes, yet we look past these issues when it
is time to hold hearings, and time to write legislation.

There are pressing concerns for consumers for businesses, for
other third-party payers in both the public and the private sector.
Yet, we never seem to get around to addressing them.

I am referring to prescription drug pricing and prescription drug
advertising, to prescription drug inflation. The three are related
with the peculiar synergism to them, and they are a lethal com-
bination for a U.S. health care system.

Mr. Chairman, I don’t doubt the benefits of PDUFA. You and I
have always worked well together and I don’t doubt your interest
in seeing patients continuing to have timely access to new medica-
tions.

But what I can’t overlook are the drug issues that this Congress
and this committee do not address, the ones we appear to be afraid
to take on. With all due respect to this committee and this Con-
gress, and especially its Republican leadership, jump when the
drug industry says jump, and whether it is pediatric exclusivity,
whether it is PDUFA, whether it is a whole host of issues.

It rushes to past registration when the drug industry wants us
to pass legislation. We don’t challenge drug industry pricing prices,
even though these companies charge Americans 2, and 3, and 4,
and in a few cases 10 times what they charge people in other
wealthy industrialized countries for the same prescription drugs
even though our taxes pay nearly half of the drug industry’s R&D
costs.

And even though the industry itself gets more tax breaks than
any other major industry. Yet, we on this committee, and we in
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this Congress, Republican leadership, refuses to address the issue
of pricing.

The drug industry knows that not only do U.S. consumers pay
more than consumers in other countries for the same medicines, we
are also the only industrialized country that doesn’t guarantee ac-
cess to health care.

This industry knows that 70 million Americans, many of them
seniors, have no coverage for drugs. The uninsured have the dis-
tinction of paying the highest prices in the world with no insurance
for their medicines.

We don’t take the pricing issue seriously, even though I bet that
every member on this committee, Republican and Democrat alike,
has spoken to seniors living on a social security check that in-
creased 3.5 percent last year, but are paying for drugs that jumped
10 percent during that period, drugs that cost hundreds of dollars
per prescription.

I sponsor regular bus trips to Canada, and the seniors on those
trips are literally—save literally thousands of dollars in some cases
on their prescription medicines, money that can buy food, money
that can pay for heat, and other necessities.

We don’t talk about that in this institution. When the drug in-
dustry wants us to move quickly to ensure that FDA doesn’t hold
their products up from getting to the market, we move with light-
ing speed to do their bidding.

Spiraling prescription drug costs are what is preventing Con-
gress from adding a drug benefit to Medicare. We had better not
talk about drug pricing or the impact of direct to consumer adver-
tising on the Health Care Utilization Bill. Those topics seem to be
taboo.

The European Union doesn’t permit direct to consumer adver-
tising, and Japan, Canada, Israel, don’t permit direct to consumer
advertising. Only one other country in the world, New Zealand, be-
sides us, does allow it.

That is because direct to consumer advertising skews health care
costs toward the newest, the most expensive drugs, regardless of
whether these drugs are actually the best alternative for patients,
regardless of the impact on American’s health care bill.

The drug industry claims that it is doing consumers a favor. The
DTC advertising is a breakthrough in consumer education. In 2000,
last year, or 2 years ago, the drug industry advertised 1 percent
of the newly 10,000 prescription drugs available to consumers.

And 95 percent of all DTC advertising was spent on 50 drugs, .5
percent of the 10,000 drugs on the market. The drug industry
claims that its advertising is highly educational. DTC advertising
is more highly profitable than it is highly educational. But we don’t
talk about that here.

Mr. Chairman, I will continue to work with you on a bipartisan
basis on the Prescription Drug User Fee Act. I will work with you
to ensure that we bring the best possible bill to the floor.

But I hope that this committee and this Congress will not con-
tinue to limit our focus to those issues that the drug industry
wants us to consider. Our complacency already is taking far too
great a toll on our constituents. Thank you.
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Mr. BILIRAKIS. I thank the gentleman. With all due respect, I
would suggest that probably the patients out there also would like
to see us streamline this process, and the Chair now would yield
to the chairman of the full committee, Mr. Tauzin.

Chairman TAUZIN. Thank you, Mr. Chairman. Let me commend
you for holding this hearing, and I look forward to working with
you and the rest of the subcommittee in ensuring that the Prescrip-
tion Drug User Fee Act or PDUFA is reauthorized cleanly and
quickly.

I would further like to congratulate the FDA and the industry for
completing their negotiations on the performance side agreements
which must accompany this legislation. As you know that was a
predicate to our moving and I want to thank all of you for moving
as quickly as you did.

I look forward now to learning more about the substance of those
agreements. I think it is import to start by noting certain facts
which will guide the committee’s consideration of PDUFA.

The first is that the Act has worked extraordinarily well. Since
the Act was first passed in 1992, drug review times have decreased
dramatically, and the rate of drug withdrawal has remained con-
stant.

Now, you can only conclude one thing from that. That means
that necessary drugs are reaching patients who need them much
more quickly without drugs being approved that have to be with-
drawn at any greater rate than before.

That is a great success story. Not for drug companies, but for pa-
tients in America, who need these drugs to sustain their lives, and
prevent illness, or to protect against damaging ravages of those ill-
nesses.

Now, half of all new drugs are first made available in the United
States; and 80 percent of all of the new drugs are available to
American patients within a year of the first approval.

In short, PDUFA is working, and it must be renewed, and if we
fail to renew it, we will have failed American patients across this
country.

Second, if the Act is not authorized by the end of this fiscal year,
there are no carryover balances which would allow the FDA to con-
tinue to pay the reviewers that are funded by PDUFA.

This means that these reviewers will have to be laid off if we do
not reauthorize this bill, and the layoffs could come in the middle
of this year. We know it. If we don’t complete our work on this bill
prior to August the FDA will begin the process of notifying employ-
ees that their positions may be eliminated.

I think this should not be allowed to occur as it would be harm-
ful not only to the employees and their morale, and the work that
they do in reviewing drugs, but again to the patients of America
that would depend upon these reviews.

Last, the committee and Congress have a very aggressive health
agenda this year. We have promised the House leadership, and the
House, working together with Ways and Means, that we are going
to produce a Medicare Reform and Drug Benefit Act by late April
to early June.

If we are going to get that work done, we have to complete this
work on PDUFA very quickly. And because of these factors, I be-
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lieve it is essential that the committee produced a clean reauthor-
ization this year.

I do not deny that there are other FDA reforms that frankly I
would like to see enacted this year. For example, I am very inter-
ested in the Greenwood-Eshoo Device Reform Bill, as well as some
of the other reforms.

Mr. Burr has one of them, in that I am very interested, and some
of which may not sit very well with my friends on the Democratic
side of our committee. And I know that there are FDA reforms that
some on the other side may wish to add to this bill that may not
sit well with members of this side.

But if we weigh this bill down with those kinds of debates, if we
continue to fight old battles over issues in which everybody had a
fair chance to debate them and offer amendments on the floor, and
if we continue to fight those old battles and add new battles to this
issue, we just won’t get our job done, and this committee will have
failed America’s patients.

My message is that this is not the vehicle for consideration of all
of these matters. We can’t allow this reauthorization to be turned
into some kind of a Christmas tree.

If we do this, we increase the likelihood that the hardworking
FDA employees, critical to American patients, will be presented
with RIF notices later this summer, and we can’t let that happen.

So let’s deal with PDUFA now, and then turn our attention to
the other FDA reforms. It is my every intent to see the committee
consider these other FDA matters later in this session, if the mem-
bers will continue to cooperate as they have done so willingly in a
bipartisan fashion to keep on our schedule.

And I intend to work with the chairman of this committee, and
you, Mr. Brown, to see to it that those issues are addressed in good
order, and I yield back the balance of my time.

[The prepared statement of Hon. W.J. “Billy” Tauzin follows:]

PREPARED STATEMENT OF HON. W.J. “BILLY” TAUZIN, CHAIRMAN, COMMITTEE ON
ENERGY AND COMMERCE

Mr. Chairman: I commend you for holding this hearing, and look forward to work-
ing with you and the rest of the Subcommittee in ensuring that the Prescription
Drug User Fee Act, or PDUFA, is reauthorized cleanly and quickly. Further, I'd like
to congratulate both the FDA and industry for completing their negotiations on the
side agreements which will accompany the legislation, and I look forward to learn-
ing more about the substance of the agreement.

I think it’s important to start by noting certain facts which will guide the Com-
mittee’s consideration of PDUFA. One, PDUFA has worked very well. Since the Act
was first passed in 1992, drug review times have decreased markedly, and the rate
of drug withdrawal has remained constant. Roughly half of all new drugs are first
made available in the United States, and 80% of all new drugs are available to
American patients within a year of first approval. In short, PDUFA is working and
must be renewed.

Second, if the Act is not reauthorized by the end of this Fiscal Year, there are
no carry-over balances which will allow the FDA to continue to pay the reviewers
funded by PDUFA. This means that these reviewers will have to be laid off if we
do not reauthorize the bill this year. Further, if we do not complete work on this
bill prior to August, the FDA will begin the process of notifying employees that their
positions may be eliminated. I think this should not be allowed to occur as it would
be so harmful to employee morale.

Last, the Committee and the Congress have a very aggressive health care agenda
this year. Because this Committee is going to dedicate so much time to creating a
Medicare prescription drug benefit and enacting structural Medicare reforms, it is
absolutely essential that the Committee address PDUFA reauthorization now.
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Because of these factors, I believe it is essential that the Committee produce a
clean reauthorization this year. I do not deny that there are other FDA reforms I
would like to see enacted this year. For example, I am very interested in the Green-
wood/Eshoo device reform bill, as well some other reforms which may not sit well
with those on the Democrat side. And I know that there are FDA reforms that some
on the other side may have which would not sit well with me.

My message to all is that this is not the vehicle for consideration of those matters.
We cannot allow reauthorization of PDUFA to be turned into a Christmas tree. If
we do this, we increase the likelihood that hard-working FDA employees will be pre-
sented with RIF notices later this summer. We cannot allow this to happen. Let’s
deal with PDUFA now, and then turn our attention to other FDA reforms. It is my
every intent to see the Committee consider other FDA matters later in this Session,
so let’s produce a clean PDUFA reauthorization now.

Mr. BiLIRAKIS. Thank you. The Chair yields to Mr. Dingell.

Mr. DINGELL. Mr. Chairman, I thank you, and I commend you
for scheduling this hearing today. We will soon be considering for
the third time legislation to provide user fees for prescription drug
approvals.

I have supported these user fees from the beginning, and will
continue to do so. I would like to tell a little bit about the history
of this. The Subcommittee on Oversight and Investigations of this
committee conducted a series of investigations on behavior at Food
and Drug with regard to a major part of the pharmaceutical indus-
try, namely the generic drug industry.

We found massive scandal there. We found serious misbehavior
in the Agency, picking and choosing, and making judgments on
who would be considered. Because the docket of the Agency was
clogged, and because there were not enough people, and the people
were not properly paid to do the kind of work that was necessary
to see to it that the business of the agency was conducted speedily
and that the concerns of persons and corporations interested in
new drug applications was handled speedily, well efficiently, and
honestly. The result of these investigations were several things.

First, there were a lot of people who went to jail as they very
well should. Second of all, there were a number of changes in the
administrative procedures at the agency. Third of all, the agency
found as everybody knew that it needed to beef up its business, be-
cause it was proceeding far too slowly in terms of making the nec-
essary clearance.

The industry was waiting 7 to 10 years and more for a new ap-
plication to be cleared. There is only one way that we can address
the root of these problems, and that was to see that a sufficient
number of properly paid and adequate in number employees at
Food and Drug would address these problems.

The industry understood it, and the committee understood it, and
the Congress understood it, and we passed PDUFA as a result
thereof.

The result of this was that we got good people to do the work
that needed to be done. The Food and Drug Administration cleaned
up its act, and as I said a number of deserving people did go to
jail.

The result was that industry, because of the user fees that were
imposed, and to which they agreed, and to which they supported,
made it possible for FDA to hire enough people from essentially a
dedicated fund to provide the services that the industry needed.
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The result was that the consumer benefited. The industry has
been happy, and the industry has honored its commitments, and
the Food and Drug has provided excellent service in these matters.
The review time has speeded up, and industry is able to get its new
drug applications more speedily processed.

The result has been everybody has profited. The result has been
that this committee has defended these user fees, and has not al-
lowed the budgeteers who in their enthusiasm of run around and
grab any loose nickel in the government till to apply to some pur-
pose that they happen to believe is in the public interest, has not
been able to prevail.

It is time for this legislation to be extended because to go back
to the situation that it was before would be intolerable from the
standpoint of everybody; the industry, the committee, the Congress,
FDA, the consuming public, which is dependent upon getting these
drugs speedily and thoroughly, and carefully, and honestly proc-
essed.

And of course the business and the economic activity, and not
just of the pharmaceutical houses, but of the United States. This
is a good piece of legislation and it should move rapidly, and I hope
that my colleagues are keeping in mind the history of this and will
understand why it is necessary for us to proceed speedily.

I ask therefore that the entirely of my statement be inserted in
the record, and I urge the speedy, favorable, and friendly consider-
ation to an important piece of legislation upon which everyone has
agreed, and I thank you for your courtesy to me, Mr. Chairman.

[The prepared statement of Hon. John D. Dingell follows:]

PREPARED STATEMENT OF HON. JOHN D. DINGELL, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF MICHIGAN

Mr. Chairman, thank you for scheduling today’s hearing. Soon we will consider
for the third time legislation to provide user fees for prescription drug approvals.
I have supported user fees from the beginning, and continue to do so. I will repeat
here what I said on the floor of the House in November 1997 when we passed the
current user fee: “These user fees, and FDA’s own commitment to excellence, help
make this agency the finest of its kind in the world.”

But this program can be improved. I join my colleagues, Representatives Stupak
and Brown, in their desire to improve the current program’s post market safety fea-
tures. More drugs than ever are first launched in the United States. Modern mar-
keting and advertising practices result in more consumers using more drugs in a
shorter period of time after FDA approval than ever before. Our population is more
diverse than ever. Diseases and drug therapies to treat them present new chal-
lenges. These factors argue in favor of an enhanced post market surveillance system
that tracks drugs after they have been approved so that we know drugs are safe
and effective in the real world and not just at the moment they leave FDA’s door
after clinical trials. I know that we will hear encouraging testimony about improve-
ment in this area. The legislative text, plus any related side agreements, will need
to implement safety improvements.

Also, concerns have been raised about PDUFA’s role in the drug review process,
so I look forward to today’s testimony on these as well. Mr. Chairman, I ask unani-
mous consent to have included in the record the Patient and Consumer Coalition’s
PDUFA paper, which outlines many of these concerns. This coalition includes many
consumer advocates, patient groups, including the International Union, UAW. I fur-
ther request that Dr. Crawford review this paper and provide us with a response
or comment to the points and concerns raised in that document.

Finally, I want to echo the request of our Ranking Member, Mr. Brown, that this
Subcommittee consider drug price and access issues this year. While I support the
effort to produce a bipartisan PDUFA bill, we all know that there is a great deal
of interest in these other issues, and we must begin to address them.
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Mr. BILIRAKIS. We are going to try to continue on here, and I am
not sure that we will be able to do it. Dr. Ganske, the Chair exer-
cises its preoperative under the rules to limit additional opening
statements to 3 minutes. Dr. Ganske.

Mr. GANSKE. Thank you, Mr. Chairman, and I will be much
briefer than that. I share the concerns of you and Chairman Tau-
zin. There come sometimes in Congress where you need to agree
on what you can agree on, and move on with contentious issues in
other forums.

This is a very important bill, and you can see from the data that
has been gathered that the approval times have been reduced by
more than half in many instances. I think that is a testimony that,
as Chairman Tauzin has pointed out, we have not seen an increase
in drug withdrawals we were dealing with when PDUFA was first
passed. There was a general consensus, a bipartisan consensus,
that it was just taking too long, and we needed to streamline the
process, and maintain safety standards, but try to help to get this
process moving because lives were at stake.

Patients needed their drugs, and it has been making a difference
in their health and maybe even in staying alive. And delays were
causing people their health and their lives.

So let’s move to a resolution on this in an expeditious manner.
I look forward to reviewing the testimony by the people on the pan-
els today, and thank you for coming.

Mr. BiLIRAKIS. Thank you, Dr. Ganske.

Mr. Waxman.

Mr. WAXMAN. Thank you very much, Mr. Chairman. The Pre-
scription Drug User Fee Act has achieved its primary goal to speed
the review of new drugs in the U.S. New drugs are now available
in the U.S. faster than anywhere else in the world.

This is an important achievement, and we should make every ef-
fort to ensure that people have access to safe and effective new
medicines as quickly as possible. This achievement, however, has
come at a cost. That cost is an under-funded drug review staff
working on too many drugs, and too little time.

Even the FDA has called the working environment there a sweat
shop; hours are long, and salaries and training opportunities are
poor, and turnover is high.

Speeding drug approvals has had another cost as well. It has si-
phoned off essential funds for post-market safety programs, for re-
view of direct to consumer ads, and for generic drug approvals.

All of these FDA programs are critical to ensuring that drugs are
safe, and affordable, and all are severely under-funded. Most im-
portantly, the cost of faster approvals has been a loss of public con-
fidence in the safety of new drugs.

And as this has been happening, we have witnessed a large in-
crease in direct to consumer advertising of prescription drugs, ads
that were not permitted at the time that PDUFA was first enacted.

It has been demonstrated that these ads are extremely successful
at fueling both demand by consumers and prescribing by physi-
cians. What is so troubling is that many of these ads are often mis-
leading and unbalanced.
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We should have a system that ensures that direct to consumer
drug ads are adequate and fair. The FDA has only 13 staff to re-
view over 37,000 pieces of prescription drug advertising each year.

Speeding the review of new drugs is important, but ensuring the
public that drugs are safe and effective demands more, and we can-
not sacrifice safety for speed. User fees paid by the pharmaceutical
companies have provided the means to turn a slow approval proc-
ess into one of the fastest in the world.

It could provide the means to build a program that provides as-
surance to the public that new drugs are safe and effective, and
that the advertising is truthful. Until now the pharmaceutical in-
dustry has resisted paying user fees for any purpose other than
speeding approvals.

I understand that this agreement that has been worked out with
the FDA would have some of the user fees go to a post-market, as
well as a premarket review of drugs. I applaud this beginning, but
much more is needed. In closing, let me note that today’s hearing
covers only one of the prescription drug issues confronting us.

The most critical of these is the high price of prescription drugs
causing hardship to the poor, and to our seniors, and to driving up
the cost of health care for all of us. And adding to the crisis in af-
fordability, we know that there have been serious abuses of the
Hatch-Waxman law by brand-name manufacturers trying to keep
generic drugs off the market. We owe it to the public that this com-
mittee address these issues as well, and I look forward to working
fvith my colleagues on the committee to solve thee pressing prob-
ems.

And I hope that we can do so in a fair and bipartisan manner,
and be sure that we consider all of these issues as carefully as pos-
sible. Thank you.

[The prepared statement of Hon. Henry A. Waxman follows:]

PREPARED STATEMENT OF HON. HENRY A. WAXMAN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF CALIFORNIA

The Prescription Drug User Fee Act has achieved its primary goal—to speed the
review of new drugs in the US. New drugs are now available in the US as fast or
faster than anywhere else in the world. This is an important achievement. We
should make every effort to ensure that people have access to safe and effective new
medicines as quickly as possible.

This achievement has come at a cost, however.

That cost is an underfunded drug review staff working on too many drugs in too
little time. Even FDA has called the working environment there a “sweatshop.”
Hours are long, salaries and training opportunities are poor, and turn-over is high.
Under those conditions, it is difficult to have complete confidence in the approval
decisions they reach.

Speeding drug approvals has had another cost as well. It has siphoned off essen-
tial funds for post-market safety programs, for review of direct-to-consumer ads, and
for generic drug approvals. All of these FDA programs are critical to ensuring that
drugs are safe and affordable, and all are severely underfunded.

Most importantly, the cost of faster approvals has been a loss of public confidence
in the safety of new drugs.

As this has been happening, we have witnessed a large increase in direct-to-con-
sumer advertising of prescription drugs—ads that were not permitted at the time
PDUFA was first enacted. It has been demonstrated that these ads are extremely
successful at fueling both demand by consumers and prescribing by physicians.

At the same time, many believe that these ads are often misleading and unbal-
anced. Whatever your view of whether these ads should be allowed (and frankly I
don’t believe they should), most of us would agree that we should have a system
that ensures that direct-to-consumer drug ads are accurate and fair. We do not have
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such a system. Right now, FDA has only 13 staff to review over 37,000 pieces of
prescription drug advertising each year.

Speeding the review of new drugs is important. But ensuring the public that
drugs are safe and effective demands more. We cannot sacrifice safety for speed.
And we must be vigilant in our oversight of prescription drug ads to be sure that
misleading ads do not prompt unsafe or inappropriate use of drugs.

User fees paid by the pharmaceutical company have provided the means to turn
a slow approval process into one of the fastest in the world. And they could provide
the means to build a program that provides assurance to the public that new drugs
are safe and effective, and that their advertising is truthful.

Until now, the pharmaceutical industry has resisted paying user fees for any pur-
pose other than speeding approvals.

They have fought proposals to use their fees to ensure that the safety and effec-
tiveness of their drugs is monitored and validated after approval.

They have been unwilling to allow their fees to be used to ensure that their adver-
tising is fair and truthful.

I believe that the industry has been short-sighted. It is in the interest of manufac-
turers to support programs that give Americans confidence that prescription drugs
can be safely used as advertised.

This week we learned that the industry has agreed to pay increased fees to ade-
quately fund the premarket review of drugs and a small amount to support a post-
market safety program. I applaud this beginning. But much more is needed.

Right now, the pharmaceutical industry spends one tenth of one percent of its rev-
enues on user fees. Meanwhile, faster approvals have saved the industry billions of
dollars per year. I don’t think it’s too much to ask that the industry pay what is
necessary to ensure the safety and effectiveness of their drugs before and after ap-
proval. I don’t think it’s too much to ask that the industry help FDA ensure that
direct-to-consumer ads are accurate and balanced. Continued public confidence in
prescription drugs is in the balance.

While I have concerns about some of the details of this reauthorization, I believe
that good progress is being made and I look forward to working with my colleagues
on both sides of the aisle on this important legislation.

In closing, let me note that today’s hearing covers only one of the prescription
drug issues confronting us. The most critical of these is the high price of prescrip-
tion drugs—causing hardship to the poor and to our seniors and driving up the cost
of health care for all of us. Adding to the crisis in affordability, we know that there
have been serious abuses of the Waxman-Hatch Amendments by brand-name manu-
facturers trying to keep generic drugs off the market. We owe it to the public that
this Committee address these issues. I look forward to working with my colleagues
on the Committee to solve these pressing problems.

Mr. BiLirAKIS. I thank the gentleman. Mr. Bryant.

Mr. BRYANT. I thank the chairman, and I will be brief in light
of the pending vote, as well as the need to begin to hear our out-
standing panels of witnesses.

And I simply will echo and adopt those statements of my col-
leagues on either side of the aisle that are in support of moving
this bill expeditiously, and in an unencumbered fashion, and not
getting into these contentious issues that seem to always crop up
that are legitimate in some ways, because they are contentious.

But there are certainly different sides to the issue that need to
be fully aired at some point in the future. The issue today is this
bill, and we need to move it quickly. Second, and I will close by rec-
ognizing my happiness in having a Tennessee doctor here today
testifiying from Vanderbilt, Dr. Wood, who will be on the second
panel.

And I welcome him, especially as I do all the other witnesses,
and look forward to his testimony. Many of us are in other commit-
tees, and I have another committee marking up a bill which re-
quires votes, and so I will be in and out of this hearing.

But, Mr. Chairman, thank you for having it nonetheless, and I
yield back my time.
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Mr. BiLIRAKIS. I thank the gentleman, and I think it is only fair
that we give everyone who wants to make an opening statement a
fair opportunity to do so. I am afraid in wanting to go and vote that
you are liable to miss out.

Dr. Norwood is coming back to sort of take over, but I would like
to think that we would hold it open, the opening statement period.
Let’s see. Mr. Pallone for an opening statement.

Mr. PALLONE. Thank you. Thank you, Mr. Chairman. I will try
to be brief. I just wanted to say that I think it is sort of a no-
brainer that we are going to reauthorize PDUFA before its sun
sets, and I obviously agree with that.

But I just wanted to reiterate what some of my Democratic col-
leagues have said, is that we know that this is coming up, and this
is another bill that the brand name pharmaceutical industry sup-
ports, but we don’t get the attention focused on some of the other
issues that we consider important.

I have to say that I was at—you know, I went and bought a pre-
scription for my cat. I guess it was Monday night. Today is Tues-
day or Wednesday, as I forget, but when we were back in the Dis-
trict and I was waiting in line as the pharmacy in my hometown
and everybody at the counter was considered about the pricing
issue.

You know, how much they were paying, and how the prices were
going up, and then I bought the prescription for the cat, which was
probably the lowest prescription that was being sold at that
counter that evening.

And it is so amazing to think—you know, because we talk about
this as sort of a joke, but the fact of the matter was that I was pay-
ing less for the cat than most of the people at the counter were
paying for the prescription drugs that they had to buy for them-
selves for human beings.

And when you talk about the pricing issue, it just seems that our
Republican colleagues are reluctant to bring it up. Even the Presi-
dent, over the week, he rolled out this drug card again, and he is
talking about the drug card and how that is going to do all these
wonders.

And everybody in my district tells me that the drug card—you
know, they already have it, and maybe they will get a 10 or 15 per-
cent reduction, but they already have it. And so why is this Admin-
istration promoting that, rather than dealing with the pricing
issue.

But of more immediate concern when you talk about PDUFA is
my concern that PDUFA in fact underscores the need for generic
drugs to enter the market. As resources within the FDA are allo-
cated to approving drugs in accordance to user fees, it has been re-
ported that limited FDA resources are taken away from other im-
portant areas within the agency, particularly an area within the
FDA that are responsible for evaluating and approving generic
drugs.

And I really think that generics in many ways are the keys of
trying to reduce prices. We need statutory and legislative initia-
tives that allow timely access to availability of generic drugs.
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However, today we are preparing to reauthorize legislation that
guarantees timely approval of brand name drugs, while leaving be-
hind necessary generics from potentially entering the market.

So once again it is not just a question of what we roll out and
what bills we deal with first, which clearly favors the brand names
and not these other issues. But it is also the fact that even this leg-
islation I think short changes generics, which I think is a major
issue that we want to deal with if we are going to deal with the
pricing issues.

So I am concerned, and I know that the time is short, but I am
not concerned that although this bill needs to be reauthorized, and
we are here to do it, let’s get to some of these other issues.

Let’s not shortchange generics and let’s deal with the pricing
issues, and at least have some hearings on it. Thank you, Mr.
Chairman.

Mr. BILIRAKIS. We have 5 minutes before the vote is up. All
right. When Dr. Norwood returns, he will just have to wait until
we return. We are in recess.

[Brief recess.]

Mr. BiLiraKiS. Shall we continue?

Dr. Norwood.

Mr. NorwooOD. Thank you, Mr. Chairman, and especially thank
you for holding this hearing. It is very timely and very appropriate
for us to consider PDUFA reauthorization.

And in the interest of getting to our witnesses, I will be
uncharacteristically brief. Mr. Chairman, PDUFA has worked. It’s
just of that simple. It is a program that is getting new drugs to
Americans who need them, and it is getting those drugs to Ameri-
cans far faster than before we passed PDUFA in 1992, and in a
safe manner.

We are approving drugs much faster, but yet drug safety doesn’t
seem to have been compromised. And I am very heartened by the
work that the FDA is doing to improve on the original model, and
I am looking forward to their comments on their efforts to date.

However, Mr. Chairman, I have serious concerns about the cost
and pricing of drugs, and I have some strong opinions about areas
that I think we need to give oversight to FDA.

But I want to point out that I am not going to press any of those
things as part of a conversation with PDUFA because I agree with
you and Chairman Tauzin that we need to have a very clean reau-
thorization bill, and do it sooner rather than later.

It doesn’t need to have things tacked on it that are controversial,
and so I support you 100 percent. But I do hope as the chairman
said that we will return to the subject of drug costs later this year,
and give us all an opportunity to discuss that and look at that very
closely.

I would like to encourage frankly my colleagues on this com-
mittee to do the same, and let’s get this reauthorized because it is
the right thing to do for the American patient, and then let’s have
our discussions that we need to have. Thank you, Mr. Chairman.

Mr. BiLIRAKIS. I thank the chairman. Mr. Stupak.

Mr. STUPAK. Thank you, Mr. Chairman, and with 3 minutes, let
me get right to the gist of my opening statement. We have heard
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a lot about how PDUFA works, but at what cost? What have we
sacrificed?

What we have sacrificed under PDUFA is honesty, accuracy, and
informative labels. These are the duties and responsibilities that
affect every American consumer. Therefore, we must be very care-
ful to make sure that we do not compromise safety or effectiveness
that the American public has come to expect.

Now, I have heard a lot about this tentative agreement, and we
don’t know what it is because it is not in writing. It is verbal. Now
we were briefed yesterday by FDA officials, and here are some of
my concerns from that briefing.

First of all, the FDA is financially dependent upon an industry
that it regulates, and because under the new agreement user fees
are dramatically increased, dependence will grow dramatically.

Instead of using industry funds, Congress should appropriate
enough money to ensure FDA’s regulatory authority is completely
independent, above approach, and free of undue pressure from the
drug industry.

Second, it is more than clear that the approval of the drug or de-
vice based on a relatively short term information does not always
give us complete information about a drug.

The number of drugs pulled off the market in the last 4 years
is 12.

Now, I agree that three were pre-PDUFA, but nine drugs that
raced through an accelerated PDUFA approval process with incom-
plete information brings me to my third point, Phase IV studies,
also known as post-marking surveillance, are nightmarishly inad-
equate, and neglected to a shameful extent by both the FDA and
drug manufacturers.

In 1997, we did PDUFA-2, and we ordered a study from the FDA
that would summarize how well the industry complied over the
past 5 years with mandates to do Phase IV studies.

This report, which was due to Congress by October 1, has been
sitting in the Office of the Secretary of Health and Human Serv-
ices, even though by law we are supposed to receive it 5 months
ago so we can do PDUFA reauthorization. Why the hold-up?

I believe the results of this study will show the vast majority of
drug companies do not do their mandated post-marketing surveil-
lance studies. According to some estimates, 90 percent of them
were never completed. Ninety percent. So how do we enforce it?

I understand that PDUFA-3 as negotiated thus far comes a long
way to address the major concerns with post-marketing surveil-
lance, but without any enforcement, there will be no post-mar-
keting surveillance as we see in PDUFA-2.

So I suggest that we put civil monetary penalties pegged to the
sales of drugs as one option that we should consider.

Another area of concern is the ability of the drug manufacturers
to game the system.

While waiting for requested and required information from the
manufacturer, the FDA should be able to stop the clock on the time
constraints that PDUFA imposes. Due to extremely tight deadlines
in PDUFA, manufacturers know that they can delay their response
to FDA’s request for information long enough so that the FDA is
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forced to make a decision without being able to do a thorough re-
view, and double-check data.

We had one breast cancer drug, and the FDA got the information
1% weeks before the PDUFA deadline would run.

My final concern is subpoena power. The FDA is one of the few
health and safety regulatory agencies that does not have subpoena
power.

Subpoena power would give the FDA the authority it needs to in-
spect manufacturers’ documents in a timely fashion. This is one
issue that we need to explore in this context.

And last, but not least, safety, adequate labeling, and compliance
with Federal regulations always seem to fall by the wayside when
we rush through PDUFA or whatever it might be.

We did pediatric exclusivity here recently, and we are still wait-
ing for studies. While this committee may have defeated pediatric
exclusivity, it is going to come back under PDUFA.

I recently wrote a letter to Bristol-Myers SQUIB last month
about a drug called Serzone. Sixteen other members joined me.
That was a drug that did a pediatric exclusivity in 1994. We are
still waiting for the results of that study.

We have young people who have suffered liver damage from this
drug, and we can’t even get anyone to tell us what the results of
that study was for pediatric exclusivity 6 years ago. That’s ridicu-
lous, and it has to stop.

We want to make sure that drugs are safe, and we want to make
sure that we have adequate labeling, and we want to make sure
that the FDA has adequate information. Therefore, Mr. Chairman,
from subpoena power to enforcement power, the pediatric labeling
under the pediatric exclusivity issue, these are all issues that must
come up.

I know that you and the chairman have said don’t cloud up this
bill with other issues. Mr. Chairman, this is the only vehicle we
will probably see this year. On this side of the aisle, some of us are
going to work to make safety, accuracy, honesty, and labeling, is
put back in to the Food and Drug Administration and the Cosmetic
Act of this country.

Mr. BILIRAKIS. Mr. Pitts for an opening statement.

Mr. PrrTs. Thank you, Mr. Chairman, for holding this important
hearing today on PDUFA reauthorization. I look forward to hearing
from our witnesses. Since I have got two hearings going on at the
same time, I may miss some questioning.

I want to up-front mention my concern that the plasma industry
be represented as the dialog on performance standards moves for-
ward. As you may know the plasma industry provides unique life
saving therapies, and also pays substantial user fees.

I learned just recently that the CBER director has agreed to
meet with the plasma industry to discuss performance standards,
and I am hopeful that these discussions are productive. Mr. Chair-
man, the new medicines approved by the FDA in recent years in-
clude innovative treatments for many life threatening diseases, and
patients and their families will benefit from the industry’s innova-
tion and so will the health care system.
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As we all know, recent research shows new medicines can help
keep people out of the hospital and help them avoid costly surgery
and other treatments.

Mr. Chairman, while we may have many ineffective programs in
our Federal Government that some would like to see expire,
PDUFA is certainly not one of them. Our committee should act as
quickly as possible to reauthorize this act, and I yield back the bal-
ance of my time. Thank you.

[The prepared statement of Hon. Joseph R. Pitts follows:

PREPARED STATEMENT OF JOSEPH R. PITTS, A REPRESENTATIVE IN CONGRESS FROM
THE STATE OF PENNSYLVANIA

Thank you, Mr. Chairman for holding this important hearing today on the Reau-
thorization of the Prescription Drug User Fee Act.

I look forward to hearing from our witnesses today about whether the Act has met
its purpose of speeding the review of drugs and biologics without compromising pa-
tient safety.

From my preliminary reading, it is clear that PDUFA has decreased the review
time for drugs and biologics.

It is gratifying to see the positive results of PDUFA that occurred almost imme-
diately after passage. The fact that the review time for standard drug applications
has been reduced from 26.9 months in 1993 to less than 12 months in 2001 is great
progress.

Mr. Chairman, since we all share the goal of getting life-saving drugs to patients
as quickly as possible, I am hopeful that we can reauthorize this important Act as
soon as possible.

I hope that this committee can finish our business on this by August, 2002, so
that the FDA does not have to begin the process of notifying PDUFA-funded employ-
ees that they may be laid off.

I am also interested hearing from our witnesses today about the recent agreement
between FDA and industry on the goals they have developed that will pave the way
for us to reauthorize PDUFA III.

Since I have another hearing right now in another committee, I may miss my
chance to ask questions. Therefore, I want to mention my concern that the plasma
industry be represented as the dialogue on performance standards moves forward.
As you may know, the plasma industry provides unique life-saving therapies and
also pays substantial user fees.

I learned just recently that the CBER Director of FDA has agreed to meet with
the plasma industry to discuss this issue. I am pleased that this has been arranged
and hopeful these discussions are productive.

Mr. Chairman, the new medicines and biologics approved by the FDA in recent
years include innovative therapies for many life threatening diseases. Patients and
their families will benefit from the industries’ innovation, and so will the health
care system. As you know, recent research shows these new treatments can help
keep people out of the hospital and help them avoid costly surgery and extensive
medical care.

Mr. Chairman, while we have many ineffective programs in our federal govern-
ment that some of us would like to see expire, PDUFA is certainly not one of them.
Our committee should act as quickly as possible to reauthorize this Act.

Mr. BILIRAKIS. Ms. Capps for an opening statement. Ms. Eshoo
for an opening statement.

Ms. EsHO0. Thank you, Mr. Chairman, along with all of my col-
leagues from the committee for having this important hearing. I
am very proud of the PDUFA program and how it has revolution-
ized the prescription drug approval process.

So reauthorizing this legislation is one of the most important
things that I think our committee can do this year, and we must
do it this year.

Prescription drugs and biologics are changing health care on a
daily basis. I am constantly amazed by the science and what prod-
ucts have done to make our lives better. Twenty years ago, a pa-
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tient with chronic diabetes could expect extended hospital stays,
shorter life span, and higher health care costs.

Today, prescription drugs allow diabetics to manage their illness
from the comfort of their own home, and they have expectations of
a much fuller and better life. PDUFA has gone a long way toward
ensuring the drugs to treat diabetes, and other illnesses, reach the
patients that so desperately need them in a timely and responsive
manner.

Prior to the initial passage of PDUFA, it often took years for
drugs and biologics to be reviewed by the FDA. The agency was
strapped for both financial and human resources, and was unable
to devote enough time and energy to the review process.

And that’s really where the rubber meets the road. It is the re-
view process. In the 10 years since it was passed, PDUFA funding
has revamped and revitalized the review process, and allowed the
FDA to increase its staff and its expertise, and upgrade its IT sys-
tems, and better structure the management of the review process.

So clearly this is an example of legislation that has worked, and
is working very well. So we have to seize this opportunity, and we
need to reauthorize, and we need to do it in an expeditious manner.

The FDA and the drug biotech industries have been working
closely to draft what is known as a side agreement that always ac-
companies PDUFA. I am glad that they have come to an initial
consensus, and I look forward to reviewing the agreement soon.

I do want to take this opportunity to stress to the chairman and
my colleagues the importance of reviewing this agreement before,
and not after, but before we mark up the legislation.

Given that this agreement is not bound by statute, it is impor-
tant that members be given ample time to review and have any
concerns addressed by the stakeholders. We shouldn’t let a desire
for expeditious action overtake good, sound policymaking.

So, in closing, I would like to once again reiterate my support for
PDUFA, the user fee program, and in hearing Chairman Tauzin
make his opening statement, I, too, am proud of the work that we
did in reauthorizing in 1997.

But we also have part of PDUFA, and I understand the complica-
tions of not joining them this time, because that is the chairman’s
view and wish, and I think that he obviously has very good reasons
for it.

We are not going to issue with notices, but the reauthorization
of FDAMA is a very, very important step for this committee and
the Congress to take this year as well. As we talked about he reli-
ance of patients across the country on prescription drugs, they are
also increasingly reliant on the medical devices that not only give
them hope, but bring them good and improved health day in and
day out.

So I think that it is very important for the committee, and Mr.
Chairman, for you, to start thinking about that, and that we have
a hearing on the bill, and you know that I will work closely with
you in order to accomplish that.

So thanks again for having this, and I look forward to the review
of the side agreement and legislation moving so that we can get
this done. It is good legislation, and it has worked well, and it has



19

served the American people well. That’s the reason that we are all
here. Thank you, Mr. Chairman.

Mr. BILIRAKIS. Thank you. Mr. Deal for an opening statement.

Mr. DEAL. Thank you, Mr. Chairman.

Just a couple of thoughts. I would like to thank Dr. Woodcock for
your willingness to meet with me in the past on the issues that are
related to your agency’s functions.

And to Ms. Pendergast, to say that Elan Pharmaceutical, which
is headquartered in my district, we are always pleased to have rep-
resentation here. Certainly the issue is an important one, and one
that many of us have looked forward to this hearing, and I thank
the chairman for holding it.

Certainly the issues that will make the availability of drugs in
a more responsive and quicker fashion is certainly something that
I think all of our constituents want.

But at the same time the concerns voiced by many of my col-
leagues about safety are concerns that I think this hearing hope-
fully, and others, will reinforce to assure us that we have the best
and safest products on the market. And with that, I yield back my
time, Mr. Chairman.

Mr. BILIRAKIS. I thank the gentleman.

Ms. Capps for an opening statement.

Ms. Capps. Mr. Chairman, I appreciate the opportunity that you
are giving the subcommittee to review the Prescription Drug User
Fee Act. Prescription medications have radically changed health
care, and improved the lives of millions of Americans.

They have become an essential component of what is now stand-
ard medical care, at least for those that can afford it. This com-
mittee has often struggled with issues relating to prescription
drugs.

And whether we are talking about seniors on Medicare or phar-
maceuticals for children, there are basically three questions that
we asked when we address prescription drugs. How fast can a pa-
tient get them, and how safe and effective are they, and how much
do they cost.

We want them to be quick to market, save to use, and affordable
to patients. PDUFA has addressed the first matter by significantly
improving FDA’s ability to review and approve new medications.

These medications that are quicker to market seem to have
helped many Americans enjoy a higher quality of life. That being
said, PDUFA raises some questions about the issue of safety, and
may contribute to some of our problems addressing cost.

In theory, while PDUFA accelerates the approval process for new
drugs, these drugs still must be safe before they are approved, and
there is some concern that the performance goals of PDUFA may
end up putting drugs on the market before they are sufficiently
tested and reviewed.

That is what we must examine.

Post-market surveillance is supposed to catch anything like this,
but with the resources for these surveys, and FDA’s authority to
insist on them, are limited. This is certainly something that we
need to correct as we move toward reauthorization of PDUFA.

I am also worried that PDUFA may help keep the cost of pre-
scription drugs inflated. The fees themselves, of course, add the
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cost to medications, but more importantly PDUFA also forces the
FDA resources toward the approval of brand name drugs, denying
those resources for the review of generic drugs.

Generics access to the market is given to lower the cost of pre-
scription drugs dramatically, but the effect is limited because the
FDA is so slow to approve them. In 2001, the average time it took
to review and approve a new brand name drug was 12 months.

The FDA took nearly twice that long, 22 months on average, to
approve generic drugs. I think this is appalling. And even when
these generics are approved, it does not necessarily mean that they
are going to get to the market right away.

Brand name pharmaceutical companies find various legal ways
to extend their patent or market exclusivity to block generic com-
petition. So as we review PDUFA, it would be beneficial to consider
these related issues and look for ways in which we might adjust
PDUFA to address them.

I understand that we expect two studies from the Administration
on safety and effectiveness of PDUFA to be released later this year,
and I think it would be a disservice to act on PDUFA for reauthor-
ization without the benefit of those studies.

So I hope, Mr. Chairman, that you will not schedule a mark up
until we have them in-hand, and to this end, I look forward to
hearing our witnesses’ testimony on this subject, and I look for-
ward to working on this with you, Mr. Chairman, and I yield back
my time.

[The prepared statement of Hon. Lois Capps follows:]

PREPARED STATEMENT OF HON. Lois CAPPS, A REPRESENTATIVE IN CONGRESS FROM
THE STATE OF CALIFORNIA

Mr. Chairman I appreciate the opportunity you are giving the subcommittee to
review the Prescription Drug User Fee Act.

Prescription drugs have radically changed health care and improved the lives of
millions of Americans. They have become an essential component of what is now
standard medical care, at least for those who can afford it.

This committee has often struggled with issues relating to prescription drugs.

But whether we are talking about seniors on Medicare or pharmaceuticals for
children there are basically three questions we ask as we discuss prescription drugs:
How fast can a patient get them, how safe and effective are they, and how much
do they cost.

We want them to be quick to market, safe to use, and affordable to patients.

PDUFA has addressed the first matter by significantly improving the FDA’s abil-
ity to review and approve new medications.

These medications’ quicker access to market seems to have helped many Ameri-
cans enjoy a higher quality of life.

That being said PDUFA raises some questions about the issue of safety, and may
contribute to some of our problems addressing cost.

In theory, while PDUFA accelerates the approval process for new drugs, these
drugs still must be safe before they are approved.

But there is some concern that the performance goals of PDUFA end up putting
drugs on the market before they are sufficiently tested and reviewed.

Post market surveillance is supposed to catch anything like this, but the resources
for these surveys and FDA’s authority to insist on them are limited.

This is certainly something we need to correct as we move towards reauthoriza-
tion of PDUFA.

a I a&n also worried that PDUFA may help keep the costs of prescription drugs in-
ated.

The fees themselves of course add cost to medications, but more importantly
PDUFA also forces FDA resources towards the approval of brand name drugs, deny-
ing those resources for the review of generic drugs.

Generics access to the market is proven to lower the cost of prescription drugs
dramatically, but the effect is limited because FDA is so slow to approve them.
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In 2001, the average time it took to review and approve a new brand name drug
was 12 months. FDA took nearly twice that long, 22 months on average, to approve
generic drugs. This is appalling.

And even when these generics are approved, it does not necessarily mean that
they get to market right away.

Brand name pharmaceutical companies find various legal ways to extend their
patent or market exclusivity to block generic competition.

As we review PDUFA, it would be beneficial to consider these related issues and
look for ways we might adjust PDUFA to address them.

I understand that we expect two studies from the administration on the safety
and effectiveness of PDUFA to be released later this year.

I think it would be a disservice for this subcommittee to act on PDUFA reauthor-
ization without the benefit of those studies, and I hope, Mr. Chairman, that you will
not schedule a markup until we have them in hand.

To this end I look forward to hearing our witnesses’ testimony on this subject and
I look forward to working on this with you Mr. Chairman.

Mr. BILIRAKIS. Mr. Buyer for an opening statement.

Mr. BUYER. I have just a couple of thoughts, Mr. Chairman. I
think it is very valuable to America’s society that our drug compa-
nies lead the world in the cutting edge in science and biologics.

I don’t think we want to do anything that would dull that inno-
vation and creativity of the greatest minds of the world. And there
are so many countries out there that their governments have im-
posed systems that have had a detrimental impact upon those in-
dustries.

And they look to the United States and the great minds of the
world come here. And we have to be very careful in what we do.
So, sure, there are the pressures that different members receive
from their constituencies to gain access to these great drugs be-
cause of what it can do for the quality of life or their loved one who
is sick or ailing.

But Congress, and the industry, and the agency, did something
right. You know, someone who is critical toward government, you
also have to compliment when something was done right.

In 1992, something was done right. I think it is thoughtful for
us to sort of look back now over the last 10 years and say, okay,
what are some of the lessons learned. I believe that our process
here in reauthorization should be the maintenance of something
that works.

And not trying to change something, and not bring political agen-
das in an election year into something that is very